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DETAILED ACTION 

1 . This action is in response to the amendment filed 8/20/09. As directed by the 
amendment, claims 1, 13-14, and 21 have been amended and no claims have been 
added nor cancelled. As such, claims 1-27 are pending in the instant application. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-20 and 27 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

In regards to claim 1 , the claimed method steps are unclear because it is not 
known what disclosed structure present is being used to perform the claimed steps. 
Furthermore it is not known whether the claimed method steps are performed by 
structure such as a controller/microprocessor or mentally by a doctor or other medical 
technician present. 

Claims 2-20 and 27 are rejected based upon dependency to a rejected claim. 

Claim Rejections - 35 USC § 103 

3. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 
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4. Claims 21 and 23-25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Edgar et al. (4,677,975). 

In regards to claim 21 , Edgar shows a drug delivery apparatus for an aerosolized 
drug which includes an airflow sensor (14 & 15) for detecting the inhaled airstream, a 
signaling device 24 arranged to give signals to the person, and a controller 21 which is 
arranged to control the operation of the signaling device to the patient depending on the 
input from flow sensor and capable of adjusting a pre-set inhalation time depending on 
the duration of the patients inhalation measured by the airflow sensors (1 4 & 1 5) and 
detects, via airflow sensor, a time the person takes to stop inhaling after signaled. Note 
that the Edgar reference contains structure such as the microprocessor, timer and 
airflow sensor that performs the claimed step (see col. 3 In. 1-23). 

In regards to claim 23, Edgar shows a drug delivery apparatus which also 
includes an aerosol generator 1 . 

In regards to claim 24, Edgar shows a drug delivery apparatus in which the 
signaling device is any one or more of: an audio device, a visual device and a vibrator 
device (see col. 2 In. 68 - col. 3 In. 1-2). 

In regards to claim 25, Edgar shows a drug delivery apparatus which includes a 
time 27 which calculates a pre-set period of time for inhalation. 

5. Claims 1-12, 18-20, and 27 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Schuster et al. (5,906,202) in view of Mishelevich et al. 
(5,363,842) and Crockford et al. (2003/0205229). 
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In regards to claim 1 , Schuster discloses a method of aerosolized medication 
delivery which includes the steps of detecting the commencement of inhalation (col. 13 
In. 19-23) via a sensor (airflow rate monitoring device col. 13 In. 23), signaling the 
person to cease inhalation (col. 2 In. 62-66) after pre-set volume of medicine has been 
delivered. It does this through a time period for aerosol delivery but does not rely on a 
specific pre-set time period. However, Mishelevich teaches an inhaler feedback method 
which detects a time course in which the patient is inhaling (Mishelevich col. 4 In. 35-39) 
and compares this to target envelopes (Mishelevich col. 4 In. 40-44) but directs the 
patient to change breathing pattern to match pre-set time period instead of changing the 
pre-set time period to match patient's breathing pattern. It would have been obvious to 
one of ordinary skill in the art at the time the invention was made to modify the method 
of Schuster to include the steps of detecting a pre-set time duration of inhalation and 
comparison to target envelope as taught by Mishelevich in order to ascertain a more 
accurate description of the patient's breathing pattern. The modified Schuster's device 
also discloses the ability of the microprocessor to detect a time the person takes to stop 
inhaling after being signaled (col. 13 In. 34-36). However, Crockford also teaches a 
device which employs a method of gathering data about a patient's previous breathing 
patterns, such as time duration, and adjusts subsequent breathing patterns to match 
patient's needs (Crockford para. 0056 In. 9-15). It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to modify the modified 
Schuster's method to include the steps of adjusting the pre-set time duration as taught 
by Crockford in order to accommodate to a patient's breathing pattern who may have 
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respiratory problems and cannot change their breathing patterns. Adjustment using the 
modified Schuster's method would depend on the time the person takes to stop inhaling 
after signaled to stop as comparison to target envelopes would allow a processing unit 
to determine the difference between the target envelop and the actual inhalation 
duration. 

In regards to claims 2-4, the modified Schuster's reference adjusts the pre-set 
time period, or duration, by either increasing or decreasing the period depending on 
comparison to target envelope for patient (see Crockford para. 0056 and para 0065 
In1 7-21 ). The modified Schuster's reference does not explicitly mention threshold times 
for comparison but such a comparison using two (first and second) threshold values, 
upper and lower bounds, is well-known in the art and would have been obvious to one 
of ordinary skill in the art at the time the invention was made. In using these upper and 
lower threshold values one will be greater than or equal to the second value. 

In regards to claims 5-12, the modified Schuster's reference does not explicitly 
mention the values of the first and second threshold values. However, the values and 
ranges of values claimed are considered to be a matter of obvious design choice to one 
of ordinary skill in the art at the time the invention was made as the modified Schuster's 
reference method would perform equally well with the claimed values. 

In regards to claim 18 and 27, the modified Schuster's reference teaches the 
step of delivering an aerosolized substance to into at least part of the inhaled airstream 
(Schuster Abs. In. 1-3). 
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In regards to claims 19-20, the modified Schuster's reference teaches the step of 
ceasing the aerosolized delivery of medication before the end of the inhalation period 
(see Crockford para 0060 In. 5-10) but is silent as to a specific time period before the 
end of inhalation period. However, one of ordinary skill in the art at the time of the 
invention would have found this to be a matter of obvious design choice as the modified 
Schuster's method would perform equally as well with the claimed time periods. 

6. Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schuster et al. (5,906,202), Mishelevich et al. (5,363,842), and Crockford et al. 
(2003/0205229) as applied to claim 1 above, and further in view of Krumbiegel et 
al. (5,928,156). 

In regards to claim 13, the modified Schuster's reference teaches all the 
limitations as discussed above including detecting the end of inhalation and calculating 
the period of inhalation (see Mishelevich col. 4 In. 35-55) but is silent as to calculating 
the period between inhalations. However, Krumbiegel teaches a process of respiratory 
detection which discloses calculating the period between inhalations (see claim 6 of 
Krumbiegel). It would have been obvious to one of ordinary skill in the art at the time 
the invention was made to modify the modified Schuster's reference to include the steps 
of calculating time period between inhalations as taught by Krumbiegel in order to 
ascertain more information about a patient's breathing pattern. 
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7. Claims 14-17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Schuster et al. (5,906,202), Mishelevich et al. (5,363,842), Crockford et al. 
(2003/0205229), and Krumbiegel et al. (5,928,156) as applied to claim 13 above, 
and further in view of Strom (6,240,920). 

In regards to claim 14, the modified Schuster's reference teaches all the 
limitations as discussed above but is silent as to including the method step of 
calculating the l:E ratio and comparing it to a third threshold value for adjustment to the 
pre-set time period. However, Strom teaches a method of operation for a ventilation 
system which discloses the importance of l:E ratio (Strom col. 2 In. 12-14) and making 
adjustments to the gas delivery time based on this ratio (Strom col. 4 In. 40-42). Strom 
does not explicitly mention comparison to a third threshold value for adjustment of pre- 
set time period, however comparison to a threshold value or target envelope is taught 
by Mishelevich and would have been obvious to one of ordinary skill in the art to apply a 
threshold value to the l:E ratio. It would have been obvious to one of ordinary skill in the 
art at the time the invention was made to modify the modified Schuster's reference to 
include the steps of calculating l:E ratio and adjusting the pre-set time based on 
comparison to a third threshold value as taught by Strom in order to ensure that the 
patient has the proper time to execute full inspiration and expiration patterns. 

In regards to claims 15-17, the modified Schuster's reference does not explicitly 
mention values of a threshold for the l:E ratio however, this is considered to be a matter 
of design choice to one of ordinary skill in the art at the time the invention was made as 
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the modified Schuster's reference would perform equally well with the claimed threshold 
values. Furthermore one of ordinary skill in the art at the time the invention was made 
would have found it obvious to decrease or increase the pre-set period of inhalation 
depending on whether the ratio was below or above the threshold value. 

8. Claim 22 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Edgar et al. (4,677,975) as applied to claim 21 above, and further in view of 
Reinhold et al. (7,073,499). 

In regards to claim 22, Edgar teaches all the limitations as discussed above 
however is silent as to providing an airflow regulator for restricting the speed of the 
inhaled airstream. However, Reinhold teaches an airflow regulator for an inhaler which 
includes a flow throttling structure which includes a baffle which acts as an airflow 
regulator (Reinhold col. 3 In. 65-67 & col. 4 In. 1-10). It would have been obvious to one 
of ordinary skill in the art at the time the invention was made to modify the device of 
Edgar to include an airflow regulator as taught by Reinhold in order to allow for a 
controlled varied flow rate delivered to the patient. 

9. Claim 26 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Edgar et al. (4,677,975) as applied to claim 21 above, and further in view of 
Schuster et al. (5,906,202). 

In regards to claim 26, Edgar teaches all the limitations as discussed above 
however is silent as to the controller being a microprocessor. However, Schuster 
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teaches a aerosolizing delivery apparatus which is controlled by a microprocessor 
(Schuster 26). It would have been obvious to one of ordinary skill in the art at the time 
the invention was made to substitute the controller 21 of Edgar with the microprocessor 
26 as taught by Schuster in order to provide the controller with the ability to deduce the 
timing and volume of aerosol and particle free air to be released into the patient's 
inspiratory cycle" (Schuster col. 13 In. 34-36). 



Response to Arguments 

10. Applicant's arguments filed 8/20/09 have been fully considered but they are not 
persuasive. 

In regards to the applicant's argument that Edgar's "device does not use the flow 
sensor 14 to detect a stop to the inhalation" (page 8/12 of remarks) is not well-taken. 
The Edgar reference in col. 3 In. 17-18 discloses this as it determines the start of 
exhalation which can also be inferred as the end of inhalation. Furthermore the Edgar 
device contains structure, such as processor, flow sensor, and timer, such that it is able 
to detect a stop of inhalation. 

In regards to the applicant's argument that Edgar's device "does not disclose any 
ability whatsoever to adjust the pre-set period of time" (page 8/12 of remarks) is not 
well-taken. Edgar's device includes a microprocessor 21 control unit which does have 
the ability to adjust the pre-set period of time. Furthermore, col. 3 In. 26-27 discloses 
selection adjustment of running period of the device to achieve a desired result which 
discloses adjusting a pre-set time period. 
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In regards to the applicant's argument that the combined Schuster Mishelevich 
and Crockford references do not individually or in combination, disclose detecting a time 
the person takes to stop inhaling after being signaled (page 9/12 of remarks) is not well- 
taken. The Schuster reference, col. 2 In. 62-66, combined with the Mishelevich 
reference, col. 4 In. 35-68, discloses, along with discussions in the rejections, the 
limitation of signaling the patient of the end of inhalation cycle and furthermore contains 
structure such that it is capable of detecting the time as claimed. 

In regards to the applicant's argument that the Crockford reference "does not 
teach adjusting the patient's breathing pattern at all...." (page 9/12 of remarks) is not 
well-taken. Firstly, there is nothing in the claims regarding adjusting the patient's 
breathing pattern only adjusting a pre-set time of the method performed by a drug 
delivering device. Also, the combined references used in the rejection of this claim do 
teach adjustments of pre-set periods of time which indirectly adjust the patient's 
breathing pattern as claimed. 

In regards to the applicant's argument that the combined reference relied upon to 
reject claim 1 does not teach adjusting pre-set period of time depending on the time the 
person takes to stop inhalaing... (page 10/12 of remarks) is not well -taken. The 
combined references contains structure (microprocessor of Schuster) such that it 
adjusts the pre-set period of time (as taught by Mishelevich). The microprocessor of 
Schuster receives information regarding the recorded time periods and is therefore 
capable of adjusting based on the time periods. 
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Conclusion 

1 1 . The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. The following documents are considered to be pertinent art: 
Lanpher et al. (5,333,106) relates to an aerosol inhaler trainer, Hillsman (4,984,158) 
relates to a MDI biofeedback training system, and Dessertine (5,020,527) relates to an 
inhaler with timer means. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to COLIN STUART whose telephone number is (571 )270- 
7490. The examiner can normally be reached on M-F 8:00-4:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on 571-272-4835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/COLIN STUART/ 
Examiner, Art Unit 3771 



/Justine R Yu/ 

Supervisory Patent Examiner, Art Unit 3771 



